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MAH of product in the
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Member State

where product is

authorised
Clarithromycin 1A Pharma not available 1-26245 1A PHARMA GMBH AT
500 mg - Filmtabletten
Klacid - Lactobionat 0,5 g - not available 1-20013 MYLAN OSTERREICH GMBH AT
Trockensubstanz zur
Infusionsbereitung
Clarithromycin Sandoz 250 NL/H/2144/002 1-25596 SANDOZ GMBH AT
mg/5 ml - Granulat fir orale
Suspension
Clarithromycin Sandoz 125 NL/H/2144/001 1-25595 SANDOZ GMBH AT
mg/5 ml - Granulat fur orale
Suspension
Klacid 125 mg / 5 ml - not available 1-19911 MYLAN OSTERREICH GMBH AT
Granulat fur orale Suspension
Klacid 250 mg / 5 ml - not available 1-21047 MYLAN OSTERREICH GMBH AT
Granulat fur orale Suspension
Klacid Uno - Filmtabletten IE/H/0105/001 1-22085 MYLAN OSTERREICH GMBH AT
mit veranderter Wirkstoff-
Freisetzung
Clarithromycin Sandoz 500 not available 1-26244 SANDOZ GMBH AT
mg - Filmtabletten
Klacid 250 mg - Filmtabletten | not available 1-19163 MYLAN OSTERREICH GMBH AT
KLACID 500 mg - not available 1-21527 MYLAN OSTERREICH GMBH AT
Filmtabletten
Maclar 500 mg, Filmtabletten [ not available BE173467 MYLAN EPD BVBA/SPRL BE
Maclar 500 mg, filmomhulde not available BE173467 MYLAN EPD BVBA/SPRL BE
tabletten
Maclar 500 mg, comprimés not available BE173467 MYLAN EPD BVBA/SPRL BE
pelliculés
Heliclar 500 mg, not available BE173451 MYLAN EPD BVBA/SPRL BE
Filmtabletten
Heliclar 500 mg, filmomhulde | not available BE173451 VIATRIS HEALTHCARE BE
tabletten
Heliclar 500 mg, comprimés not available BE173451 MYLAN EPD BVBA/SPRL BE

pelliculés

List of nationally authorised medicinal products

EMA/515639/2023

Page 2/22




Product Name (in
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Monoclarium 200 mg, gélule
a libération prolongée.

BE/H/0365/001

BE312417

LABORATOIRES SMB S.A.

BE

Monoclarium 200 mg, harde
capsules met verlengde
afgifte.

BE/H/0365/001

BE312417

LABORATOIRES SMB S.A.

BE

Monoclarium 200 mg
Hartkapsel, retardiert

BE/H/0365/001

BE312417

LABORATOIRES SMB S.A.

BE

Biclar 125 mg/5 ml, Granulat
zur Herstellung einer
Suspension zum Einnehmen

not available

BE165575

VIATRIS HEALTHCARE

BE

Biclar Kids 250 mg/5 ml,
Granulat zur Herstellung
einer Suspension zum
Einnehmen

not available

BE215092

VIATRIS HEALTHCARE

BE

Biclar 125 mg/5 ml,
granulaat voor orale
suspensie

not available

BE165575

VIATRIS HEALTHCARE

BE

Biclar Kids 250 mg/5ml,
granulaat voor orale
suspensie

not available

BE215092

VIATRIS HEALTHCARE

BE

Biclar 125 mg/5 ml, granulés
pour suspension buvable

not available

BE165575

VIATRIS HEALTHCARE

BE

Biclar Kids 250 mg/5ml,
granulés pour suspension
buvable

not available

BE215092

VIATRIS HEALTHCARE

BE

Biclar I.V. 500 mg, Pulver fir
ein Konzentrat zur
Herstellung einer
Infusionslésung

not available

BE173476

VIATRIS HEALTHCARE

BE

Biclar I.V. 500 mg, poeder
voor concentraat voor
oplossing voor infusie

not available

BE173476

VIATRIS HEALTHCARE

BE

Biclar I.V. 500 mg, poudre
pour solution a diluer pour
perfusion

not available

BE173476

VIATRIS HEALTHCARE

BE

Biclar Uno 500 mg Tabletten
mit veranderter
Wirkstofffreisetzung

IE/H/0105/001

BE187144

VIATRIS HEALTHCARE

BE
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Biclar Uno 500 mg, IE/H/0105/001 BE187144 VIATRIS HEALTHCARE BE
comprimés a libération
modifiée
Biclar Uno 500 mg tabletten IE/H/0105/001 BE187144 VIATRIS HEALTHCARE BE
met gereguleerde afgifte
Biclar 250 mg, Filmtabletten not available BE154086 VIATRIS HEALTHCARE BE
Biclar Forte 500 mg, not available BE173485 VIATRIS HEALTHCARE BE
Filmtabletten
Biclar 250 mg, filmomhulde not available BE154086 VIATRIS HEALTHCARE BE
tabletten
Biclar Forte 500 mg, not available BE173485 VIATRIS HEALTHCARE BE
filmomhulde tabletten
Biclar 250 mg, comprimés not available BE154086 VIATRIS HEALTHCARE BE
pelliculés
Biclar Forte 500 mg, not available BE173485 VIATRIS HEALTHCARE BE
comprimés pelliculés
Lekoklar 500 mg film-coated NL/H/2087/002 20110649 SANDOZ PHARMACEUTICALS BG
tablets D.D.
Knauung 125 mg/5 ml not available 20010617 MYLAN EOOD BG
rpaHysn 3a nepopasnHa
cycneHsus
Knauua 250 mg/5 ml not available 20050512 MYLAN EOOD BG
rpaHysn 3a nepopasnHa
cycneHsus
Knaumg 250 mg dunmmpanm not available 20010734 MYLAN EOOD BG
TabneTku
Knauua SR 500 mg tabnetkn | not available 20010517 MYLAN EOOD BG
C U3MeHeHo ocBoboxaaBaHe
Klacid 125 mg/5 ml granule not available 15/634/94-C VIATRIS HEALTHCARE LTD (ov4
pro peroralni suspenzi
Klacid 250 mg/5 ml granule not available 15/355/98-C VIATRIS HEALTHCARE LTD Ccz
pro peroralni suspenzi
Klacid 500 mg prasek pro not available 15/236/99-C VIATRIS HEALTHCARE LTD Ccz
koncentrat pro infuzni roztok
Klacid 250 mg potahované not available 15/1157/94-C VIATRIS HEALTHCARE LTD Ccz
tablety
Klacid 500 mg potahované not available 15/374/97-C VIATRIS HEALTHCARE LTD (ov4

tablety
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Klacid SR 500 mg tablety s not available 15/062/98-C VIATRIS HEALTHCARE LTD Ccz
Fizenym uvoliovanim
Klacid 500 mg Pulver fir ein not available 46110.00.00 VIATRIS HEALTHCARE GMBH DE
Konzentrat zur Herstellung
einer Infusionslésung
Klacid Saft, 125 mg/5 ml, not available 19219.00.01 VIATRIS HEALTHCARE GMBH DE
Granulat zur Herstellung
einer Suspension zum
Einnehmen
Klacid Saft Forte 250 mg/5 not available 40373.00.00 VIATRIS HEALTHCARE GMBH DE
ml, Granulat zur Herstellung
einer Suspension zum
Einnehmen
Klacid 500 mg Pulver und not available 93335.00.00 VIATRIS HEALTHCARE GMBH DE
Lésungsmittel fir ein
Konzentrat zur Herstellung
einer Infusionslésung
Klacid Pro, 250 mg not available 28401.00.00 VIATRIS HEALTHCARE GMBH DE
Filmtabletten
Klacid Filmtabletten, 250 mg not available 19219.00.00 VIATRIS HEALTHCARE GMBH DE
Klacid, filmovertrukne not available 15527 VIATRIS APS DK
tabletter
Klacid, granulat til oral not available 18018 VIATRIS APS DK
suspension
Klacid, granulat til oral not available 15382 VIATRIS APS DK
suspension
Klacid Uno, depottabletter 1IE/H/0105/001 18861 VIATRIS APS DK
Klacid, pulver til not available 30742 VIATRIS APS DK
infusionsveaeske, oplgsning
Klacid 125 mg/5 ml, not available 268799 MYLAN HEALTHCARE SIA EE
suukaudse suspensiooni
graanulid
Klacid i.v., 500 mg not available 312800 MYLAN HEALTHCARE SIA EE
infusioonilahuse
kontsentraadi pulber
Klacid 250 mg, dhukese not available 268699 MYLAN HEALTHCARE SIA EE

polimeerikattega tabletid
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Klacid SR 500 mg, toimeainet | not available 268999 MYLAN HEALTHCARE SIA EE
modifitseeritult vabastavad
tabletid
Klacid, 500 mg dhukese not available 751011 MYLAN HEALTHCARE SIA EE
polimeerikattega tabletid
Klacid 500 mg liofilizado para | not available 60202 MYLAN IRE HEALTHCARE ES
solucion para perfusion LIMITED
Klacid 500 mg granulado not available 60518 MYLAN IRE HEALTHCARE ES
para suspensién oral LIMITED
Klacid 500 mg comprimidos not available 60515 MYLAN IRE HEALTHCARE ES
recubiertos con pelicula LIMITED
Klacid unidia 500 mg not available 63380 MYLAN IRE HEALTHCARE ES
comprimidos de liberaciéon LIMITED
modificada
Klacid 250 mg tabletti, not available 11451 VIATRIS OY FI
kalvopaallysteinen
Klacid 500 mg tabletti, not available 11923 VIATRIS OY FI
kalvopaallysteinen
Klacid 500 mg filmdragerade not available 11923 VIATRIS OY FI
tabletter
Klacid 250 mg filmdragerade not available 11451 VIATRIS OY FI
tabletter
Zeclar OD 500 mg tabletter not available 12844 ORION CORPORATION FI
med modifierad frisdttning
Zeclar OD 500 mg saadellysti | not available 12844 ORION CORPORATION FI
vapauttavat tabletit
Zeclar 250 mg filmdragerade | not available 12341 ORION CORPORATION FI
tabletter
Zeclar 500 mg filmdragerade | not available 12342 ORION CORPORATION FI
tabletter
Zeclar 50 mg/ml granulat till not available 13090 ORION CORPORATION FI
oral suspension
Zeclar 250 mg not available 12341 ORION CORPORATION FI
kalvopaallysteiset tabletit
Zeclar 500 mg not available 12342 ORION CORPORATION FI
kalvopaallysteiset tabletit
Zeclar 50 mg/ml rakeet not available 13090 ORION CORPORATION FI

oraalisuspensiota varten
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MRP/DCP
Authorisation number
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Klacid 50 mg/ml rakeet not available 13089 VIATRIS OY FI
oraalisuspensiota varten
Klacid 50 mg/ml granulat till not available 13089 VIATRIS OY FI
oral suspension
Klacid OD 500 mg saadellysti | IE/H/0105/001 12843 VIATRIS OY FI
vapauttava tabletti
KLACID OD 500 mg tablett IE/H/0105/001 12843 VIATRIS OY FI
med modifierad frisdttning
Klacid 500 mg kuiva-aine not available 14371 VIATRIS OY FI
vdlikonsentraatiksi
infuusionestetta varten, liuos
Klacid 500 mg pulver till not available 14371 VIATRIS OY FI
koncentrat till
infusionsvatska, I6sning
ZECLAR 0,5 g, poudre pour not available 34009 35584359 VIATRIS MEDICAL FR
solution a diluer pour
perfusion
ZECLAR 0,5 g, poudre pour not available 34009 34643903 VIATRIS MEDICAL FR
solution a diluer pour
perfusion
CLARITHROMYCINE BIPHAR not available 34009 337 564 0 6 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 34783050 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 3409741 6 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 3400934783111 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 3375657 4 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 337 566 35 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 337 568 6 4 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34008 340 9758 4 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 337 569 2 5 VIATRIS MEDICAL FR

500 mg, comprimé pelliculé
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MAH of product in the
member state
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CLARITHROMYCINE BIPHAR not available 34009 33757007 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 33757175 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 337 57236 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
CLARITHROMYCINE BIPHAR not available 34009 3487362 1 VIATRIS MEDICAL FR
500 mg, comprimé pelliculé
ZECLAR 25 mg/ml, granulés not available 34009 3456539 7 VIATRIS MEDICAL FR
pour suspension buvable
ZECLAR 50 mg/ml, granulés not available 34009 347 85580 VIATRIS MEDICAL FR
pour suspension buvable
ZECLAR 50 mg/ml, granulés not available 34009 34785351 VIATRIS MEDICAL FR
pour suspension buvable
ZECLAR 25 mg/ml, granulés not available 34009 34565519 VIATRIS MEDICAL FR
pour suspension buvable
CLARITHROMYCINE ABBOTT not available NL22348 ABBOTT BIOLOGICALS B.V. FR
25 mg/ml, granulés pour (WEESP)
suspension buvable
MONOZECLAR 500 mg, not available 34009 365 53392 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 5659577 8 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 565 958 3 9 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 36553972 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 365 5374 3 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 36553453 VIATRIS MEDICAL FR

comprimé pelliculé a
libération modifiée
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MONOZECLAR 500 mg, not available 34009 36553514 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 3655368 2 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 36554115 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 3655405 4 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
MONOZECLAR 500 mg, not available 34009 36553804 VIATRIS MEDICAL FR
comprimé pelliculé a
libération modifiée
ZECLAR 500 mg, comprimé not available 34009 346 497 0 7 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 338 280 6 6 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 33828127 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 338 01380 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 338 3036 6 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 337 207 35 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 346 498 7 5 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 337 20506 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 338 2798 4 VIATRIS MEDICAL FR
pelliculé
ZECLAR 250 mg, comprimé not available 34009 344 844 5 2 VIATRIS MEDICAL FR
pelliculé
ZECLAR 250 mg, comprimé not available 34009 344 8451 3 VIATRIS MEDICAL FR

pelliculé
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ZECLAR 250 mg, comprimé not available 34009 33403119 VIATRIS MEDICAL FR
pelliculé
ZECLAR 250 mg, comprimé not available 34009 344 846 8 1 VIATRIS MEDICAL FR
pelliculé
ZECLAR 250 mg, comprimé not available 34009 344 847 4 2 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 337 204 4 5 VIATRIS MEDICAL FR
pelliculé
ZECLAR 500 mg, comprimé not available 34009 337 206 7 4 VIATRIS MEDICAL FR
pelliculé
KLARICID® 500 mg/vial not available 36469/10/18-03-2011 VIATRIS HEALTHCARE LTD GR
Kovic yia nukvo okelaopa yia
napaockeur d1IaAUPATOC NPog
€yxuon
BREVIL® 200 mg ?a????a FI/H/0624/001 62178/14/09/2010 MEDITRINA PHARMACEUTICALS | GR
pa?atetap???? ap?d?sue?s??, LTD
S??27?7??
KLARICID®250mg/5ml not available 36464/10/18-03-2011 VIATRIS HEALTHCARE LTD GR
Kokkia yla nogigo evaiwpnua
KLARICID® OD 500 mg not available 36472/10/18-03-2011 VIATRIS HEALTHCARE LTD GR
Alokia EAeyxopevng
Anodéoueuong
KLARICID® 500 mg not available 36466/10/18-03-2011 VIATRIS HEALTHCARE LTD GR
EMNIKAAUPHEVA PE AENTO
upEvio diokia
KLARICID® 250 mg not available 36468/10/18-03-2011 VIATRIS HEALTHCARE LTD GR
EMNIKAAUPHEVA PE AENTO
UpEvio digKia
MAKCIN 500 mg filmom not available HR-H-696573111 BELUPO D.D. HR
obloZene tablete
MAKCIN SR 500 mg tablete s | not available HR-H-030175902 BELUPO D.D. HR
produljenim oslobadanjem
Klacid 250 mg filmtabletta not available OGYI-T-2200/05 VIATRIS HEALTHCARE LTD HU
Klacid 250 mg filmtabletta not available OGYI-T-2200/04 VIATRIS HEALTHCARE LTD HU
Klacid 500 mg filmtabletta not available OGYI-T-2200/06 VIATRIS HEALTHCARE LTD HU
Klacid UNO 500 mg retard not available OGYI-T-2200/08 VIATRIS HEALTHCARE LTD HU

filmtabletta
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State
where product is

authorised
Klacid 125 mg/5 ml not available OGYI-T-2200/02 VIATRIS HEALTHCARE LTD HU
granulatum 100 ml
belséleges szuszpenzidhoz
Klacid Baby 125 mg/5 ml not available OGYI-T-2200/01 VIATRIS HEALTHCARE LTD HU
granulatum 60 ml bels6leges
szuszpenzidhoz
Klacid Kid 250 mg/5 ml not available OGYI-T-2200/03 VIATRIS HEALTHCARE LTD HU
granulatum 70 ml belséleges
szuszpenzidhoz
Klacid 50 mg/ml por oldatos not available OGYI-T-2200/10 VIATRIS HEALTHCARE LTD HU
inflzidhoz vald
koncentratumhoz
Klacid IV 500mg Powder for not available PA 2010/4/3 MYLAN IRE HEALTHCARE IE
Concentrate for Solution for LIMITED
Infusion
Klacid LA 500mg Modified 1IE/H/0105/001 PA 2010/4/4 MYLAN IRE HEALTHCARE IE
release tablets LIMITED
Klacid Paediatric Suspension not available PA 2010/4/5 MYLAN IRE HEALTHCARE IE
125mg/5ml, Granules for LIMITED
Oral Suspension
Klacid 250mg/5ml Granules not available PA 2010/4/6 MYLAN IRE HEALTHCARE IE
for Oral Suspension LIMITED
Klacid 250 mg Film-coated not available PA 2010/4/1 MYLAN IRE HEALTHCARE IE
Tablets LIMITED
Klacid Forte 500mg Film- not available PA 2010/4/2 MYLAN IRE HEALTHCARE IE
coated Tablets LIMITED
MACLADIN RM 500 mg not available 027530144 LABORATORI GUIDOTTI S.P.A. IT
Compresse a rilascio
modificato
MACLADIN 500 mg Granulato | not available 027530106 LABORATORI GUIDOTTI S.P.A. IT
per sospensione orale
MACLADIN 250 mg not available 027530056 LABORATORI GUIDOTTI S.P.A. IT
Compresse rivestite
MACLADIN 500 mg not available 027530118 LABORATORI GUIDOTTI S.P.A. IT
Compresse rivestite
MACLADIN 250 mg Granulato | not available 027530094 LABORATORI GUIDOTTI S.P.A. IT

per sospensione orale
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authorisation country)
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National Authorisation

Number

MAH of product in the
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Member State
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authorised

MACLADIN 125 mg/5 ml
Granulato per sospensione
orale

not available

027530068

LABORATORI GUIDOTTI S.P.A.

IT

MACLADIN 250 mg/5 ml
Granulato per sospensione
orale

not available

027530120

LABORATORI GUIDOTTI S.P.A.

IT

MACLADIN 500 mg/10 ml
Polvere e solvente per

concentrato per soluzione per

infusione

not available

027530043

LABORATORI GUIDOTTI S.P.A.

IT

KLACID 125 mg/5 ml
Granulato per sospensione
orale

not available

027370067

MYLAN ITALIA S.R.L.

IT

KLACID 250 mg/5 ml
Granulato per sospensione
orale

not available

027370117

MYLAN ITALIA S.R.L.

IT

KLACID 250 mg Granulato
per sospensione orale

not available

027370093

MYLAN ITALIA S.R.L.

IT

KLACID 500 mg Granulato
per sospensione orale

not available

027370105

MYLAN ITALIA S.R.L.

IT

SORICLAR 250 mg
Compresse rivestite

not available

037456050

ABIOGEN PHARMA S.P.A.

IT

SORICLAR 500 mg
Compresse rivestite

not available

037456062

ABIOGEN PHARMA S.P.A.

IT

SORICLAR 125 mg/5 ml
Granulato per sospensione
orale

not available

037456011

ABIOGEN PHARMA S.P.A.

IT

SORICLAR 250 mg/5 ml
Granulato per sospensione
orale

not available

037456023

ABIOGEN PHARMA S.P.A.

IT

SORICLAR 250 mg Granulato

per sospensione orale

not available

037456086

ABIOGEN PHARMA S.P.A.

IT

SORICLAR RM 500 mg
Compresse a rilascio
modificato

not available

037456098

ABIOGEN PHARMA S.P.A.

IT

VECLAM RM 500 mg
Compresse a rilascio
modificato

not available

027529130

MALESCI ISTITUTO
FARMACOBIOLOGICO - S.P.A.

IT
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authorisation country)

MRP/DCP

Authorisation number

National Authorisation
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MAH of product in the
member state

Member State
where product is

authorised
VECLAM 500 mg Compresse not available 027529116 MALESCI ISTITUTO IT
rivestite FARMACOBIOLOGICO - S.P.A.
VECLAM 250 mg Compresse not available 027529054 MALESCI ISTITUTO IT
rivestite FARMACOBIOLOGICO - S.P.A.
VECLAM 500 mg Granulato not available 027529092 MALESCI ISTITUTO IT
per sospensione orale FARMACOBIOLOGICO - S.P.A.
VECLAM 250 mg Granulato not available 027529080 MALESCI ISTITUTO IT
per sospensione orale FARMACOBIOLOGICO - S.P.A.
VECLAM 125 mg/5 ml not available 027529041 MALESCI ISTITUTO IT
Granulato per sospensione FARMACOBIOLOGICO - S.P.A.
orale
VECLAM 250 mg/5 ml not available 027529104 MALESCI ISTITUTO IT
Granulato per sospensione FARMACOBIOLOGICO - S.P.A.
orale
VECLAM 500 mg/10 ml not available 027529039 MALESCI ISTITUTO IT
Polvere e solvente per FARMACOBIOLOGICO - S.P.A.
concentrato per soluzione per
infusione
KLACID 250 mg Compresse not available 027370055 MYLAN ITALIA S.R.L. IT
rivestite
KLACID 500 mg Compresse not available 027370129 MYLAN ITALIA S.R.L. IT
rivestite
KLACID RM 500 mg not available 027370143 MYLAN ITALIA S.R.L. IT
Compresse a rilascio
modificato
KLACID 500 mg/10 ml not available 027370042 MYLAN ITALIA S.R.L. IT
Polvere e solvente per
soluzione per infusione
WINCLAR 500 mg Compresse | not available 037446061 I.B.N. SAVIO S.R.L. IT
rivestite
WINCLAR 250 mg/5 mL not available 037446022 I.B.N. SAVIO S.R.L. IT
granulato per sospensione
orale
Klacid i.v. 500 mg milteliai not available LT/1/98/0264/007 MYLAN HEALTHCARE SIA LT
infuziniam tirpalui
Klacid 125 mg/5 ml granules not available LT/1/98/0264/005 MYLAN HEALTHCARE SIA LT

geriamajai suspensijai
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MAH of product in the
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Klacid 125 mg/5 ml granules not available LT/1/98/0264/004 MYLAN HEALTHCARE SIA LT
geriamajai suspensijai
Klacid 250 mg plévele not available LT/1/98/0264/006 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid SR 500 mg not available LT/1/98/0264/002 MYLAN HEALTHCARE SIA LT
modifikuoto atpalaidavimo
tabletes
Klacid SR 500 mg not available LT/1/98/0264/003 MYLAN HEALTHCARE SIA LT
modifikuoto atpalaidavimo
tabletes
Klacid 500 mg plévele not available LT/1/98/0264/009 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plévele not available LT/1/98/0264/010 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plévele not available LT/1/98/0264/011 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plevele not available LT/1/98/0264/012 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plévele not available LT/1/98/0264/013 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plévele not available LT/1/98/0264/014 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plevele not available LT/1/98/0264/015 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Klacid 500 mg plévele not available LT/1/98/0264/008 MYLAN HEALTHCARE SIA LT
dengtos tabletés
Maclar 500 mg, comprimés not available 1996060327 VIATRIS HEALTHCARE LU
pelliculés
Maclar 500 mg, Filmtabletten | not available 1996060327 VIATRIS HEALTHCARE LU
Monoclarium 200 mg, gélule BE/H/0365/001 2008110062 LABORATOIRES SMB S.A. LU
a libération prolongée
Monoclarium 200 mg BE/H/0365/001 2008110062 LABORATOIRES SMB S.A. LU
Hartkapsel, retardiert
Biclar I.V. 500 mg, poudre not available 1996060326 VIATRIS HEALTHCARE LU

pour solution a diluer pour
perfusion
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Biclar I.V. 500 mg, Pulver fur
ein Konzentrat zur
Herstellung einer
Infusionslésung

not available

1996060326

VIATRIS HEALTHCARE

LU

Biclar 125 mg/5 ml, granulés
pour suspension buvable

not available

1994110818

VIATRIS HEALTHCARE

LU

Biclar Kids 250 mg/5ml,
granulés pour suspension
buvable

not available

2001010001

VIATRIS HEALTHCARE

LU

Biclar 125 mg/5 ml, Granulat
zur Herstellung einer
Suspension zum Einnehmen

not available

1994110818

VIATRIS HEALTHCARE

LU

Biclar Kids 250 mg/5 ml,
Granulat zur Herstellung
einer Suspension zum
Einnehmen

not available

2001010001

VIATRIS HEALTHCARE

LU

Heliclar 500 mg, comprimés
pelliculés

not available

1996060325

VIATRIS HEALTHCARE

LU

Heliclar 500 mg,
Filmtabletten

not available

1996060325

VIATRIS HEALTHCARE

LU

Biclar Uno 500 mg,
comprimés a libération
modifiée

IE/H/0105/001

2005106594

VIATRIS HEALTHCARE

LU

Biclar Uno 500 mg Tabletten
mit veranderter
Wirkstofffreisetzung
Clarithromycin

IE/H/0105/001

2005106594

VIATRIS HEALTHCARE

LU

Biclar 250 mg, comprimés
pelliculés

not available

1997124275

VIATRIS HEALTHCARE

LU

Biclar Forte 500 mg,
comprimés pelliculés

not available

1996060324

VIATRIS HEALTHCARE

LU

Biclar 250 mg, Filmtabletten

not available

1997124275

VIATRIS HEALTHCARE

LU

Biclar Forte 500 mg,
Filmtabletten

not available

1996060324

VIATRIS HEALTHCARE

LU

Klacid i.v. 500 mg pulveris
infGziju Skiduma koncentrata
pagatavosanai

not available

94-0306

MYLAN HEALTHCARE SIA

LV
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Klacid 250 mg apvalkotas not available 94-0307 MYLAN HEALTHCARE SIA LV
tabletes
Klacid SR 500 mg ilgstosas not available 98-0691 MYLAN HEALTHCARE SIA LV
darbibas tabletes
Klacid 500 mg apvalkotas not available 10-0609 MYLAN HEALTHCARE SIA LV
tabletes
Klacid 125 mg/5 ml granulas not available 94-0308 MYLAN HEALTHCARE SIA LV
iekskigi lietojamas
suspensijas pagatavos$anai
KLACID XL 500 mg Modified- | not available MA1507/01305 VIATRIS HEALTHCARE LTD MT
release tablets
KLACID 500 mg Coated not available MA1507/01302 VIATRIS HEALTHCARE LTD MT
Tablets
KLACID 250 mg Coated not available MA1507/01301 VIATRIS HEALTHCARE LTD MT
tablets
Klacid IV 500mg Powder for not available MA1507/01306 VIATRIS HEALTHCARE LTD MT
Concentrate for Solution for
Infusion
Klacid Paediatric Suspension not available MA1507/01303 VIATRIS HEALTHCARE LTD MT
125mg/5ml, Granules for
Oral Suspension
Klacid 250mg/5ml Granules not available MA1507/01304 VIATRIS HEALTHCARE LTD MT
for Oral Suspension
Klacid SR, 500 mg tablet met | IE/H/0105/001 RVG 21555 MYLAN HEALTHCARE B.V. NL
gereguleerde afgifte
Klacid 25 mg/ml granulat til not available 94-1401 VIATRIS AS NO
mikstur
Klacid 50 mg/ml granulat til not available 97-01645 VIATRIS AS NO
mikstur
Klacid OD 500 mg not available 97-2350 VIATRIS AS NO
depottabletter
Klacid, 250 mg, tabletki not available R/3318 MYLAN HEALTHCARE SP. Z.0.0. | PL
powlekane
Klacid Uno, 500 mg, tabletki not available 7930 MYLAN HEALTHCARE SP. 2.0.0. | PL
o zmodyfikowanym
uwalnianiu
Klacid, 500 mg, tabletki not available R/7194 MYLAN HEALTHCARE SP. Z.0.0. | PL

powlekane
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Klacid, 125 mg/5 ml, not available R/3317 MYLAN HEALTHCARE SP. Z.0.0. | PL
granulat do sporzadzania
zawiesiny doustnej
Klacid, 250 mg/5 ml, not available 7806 MYLAN HEALTHCARE SP. Z.0.0. | PL
granulat do sporzadzania
zawiesiny doustnej
Klacid, 500 mg, proszek do not available R/3757 MYLAN HEALTHCARE SP. 2.0.0. | PL
sporzadzania koncentratu
roztworu do infuzji
Klacid Pediatrico 25 mg/ml not available 2146983 BGP PRODUCTS UNIPESSOAL, PT
granulado para suspensao LDA.
oral
Klacid Pediatrico 50 mg/ml not available 2525384 BGP PRODUCTS UNIPESSOAL, PT
granulado para suspensao LDA.
oral
Claritromicina Tetrafarma OD | not available 5248612 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertacdo modificada
Claritromicina Tetrafarma OD | not available 5248620 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertagcao modificada
Claritromicina Tetrafarma OD | not available 5250204 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertacdo modificada
Claritromicina Tetrafarma OD | not available 5250212 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertacdo modificada
Claritromicina Tetrafarma OD | not available 5250220 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertacdo modificada
Claritromicina Tetrafarma OD | not available 5250238 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICOS, LDA.
libertacdo modificada
Claritromicina Tetrafarma OD | not available 5250246 TETRAFARMA- PRODUTOS PT

500 mg comprimidos de
libertacdo modificada

FARMACEUTICOS, LDA.

List of nationally authorised medicinal products

EMA/515639/2023

Page 17/22




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation
Number

MAH of product in the
member state

Member State
where product is

authorised
Claritromicina Tetrafarma OD | not available 5250253 TETRAFARMA- PRODUTOS PT
500 mg comprimidos de FARMACEUTICQOS, LDA.
libertagdo modificada
Claritromicina Farmoz OD not available 5258504 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258470 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258462 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258454 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258447 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258439 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertagcao modificada
Claritromicina Farmoz OD not available 5258421 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Claritromicina Farmoz OD not available 5258413 FARMOZ - SOCIEDADE PT
500 mg comprimidos de TECNICO MEDICINAL, S.A.
libertacdo modificada
Klacid 250 mg comprimido not available 5546684 BGP PRODUCTS UNIPESSOAL, PT
revestido LDA.
Klacid 500 mg comprimido not available 5546783 BGP PRODUCTS UNIPESSOAL, PT
revestido LDA.
Klacid OD 500 mg IE/H/0105/001 3518784 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.
modificada
Klacid OD 500 mg IE/H/0105/001 3519386 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao
modificada

LDA.
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Klacid OD 500 mg IE/H/0105/001 4055687 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055182 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055281 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519287 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519188 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg 1IE/H/0105/001 2627586 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055083 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4056289 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4056081 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4056180 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055380 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg 1IE/H/0105/001 3519485 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao
modificada

LDA.
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Klacid OD 500 mg IE/H/0105/001 4054987 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519584 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055984 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055885 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3518883 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg 1IE/H/0105/001 3518982 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg 1IE/H/0105/001 2627487 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519089 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 2627685 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519683 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 3519782 BGP PRODUCTS UNIPESSOAL, PT
comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg 1IE/H/0105/001 3519881 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao
modificada

LDA.
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Klacid OD 500 mg IE/H/0105/001 4055489 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 2627784 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055588 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao LDA.

modificada

Klacid OD 500 mg IE/H/0105/001 4055786 BGP PRODUCTS UNIPESSOAL, PT

comprimidos de libertacao LDA.

modificada

Klacid 250 mg comprimate not available 8383/2015/01 VIATRIS HEALTHCARE LTD RO

filmate

Klacid 250 mg comprimate not available 8383/2015/02 VIATRIS HEALTHCARE LTD RO

filmate

Klacid SR 500 mg not available 8384/2015/01 VIATRIS HEALTHCARE LTD RO

comprimate cu eliberare

prelungitd

Klacid SR 500 mg not available 8384/2015/02 VIATRIS HEALTHCARE LTD RO

comprimate cu eliberare

prelungitd

Klacid SR 500 mg not available 8384/2015/03 VIATRIS HEALTHCARE LTD RO

comprimate cu eliberare

prelungita

Klacid 1.V.500 mg pulbere not available 8385/2015/01 VIATRIS HEALTHCARE LTD RO

pentru concentrat pentru

solutie perfuzabila

Klacid 125 mg/5 ml granule not available 8386/2015/01 VIATRIS HEALTHCARE LTD RO

pentru suspensie orala

Klacid 125 mg/5 ml granule not available 8386/2015/02 VIATRIS HEALTHCARE LTD RO

pentru suspensie orala

Klacid 250 mg tabletter not available 11372 BGP PRODUCTS AB SE

Klacid 500 mg tabletter not available 12164 BGP PRODUCTS AB SE

KLACID I1.V. 500 mg prasok not available 15/0010/99-S VIATRIS HEALTHCARE LTD SK

na infuzny roztok
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KLACID 125 mg/5 ml not available 15/0283/97-S VIATRIS HEALTHCARE LTD SK
granulat na peroralnu
suspenziu
KLACID 250 mg/5 ml not available 15/0179/99-S VIATRIS HEALTHCARE LTD SK
granulat na peroralnu
suspenziu
KLACID SR 500 mg tablety s not available 15/0141/99-S VIATRIS HEALTHCARE LTD SK
riadenym uvolfiovanim
KLACID 500 mg filmom not available 15/0215/00-S VIATRIS HEALTHCARE LTD SK
obalené tablety
Klaricid 250 mg Tablets not available PL 46302/0016 MYLAN PRODUCTS LIMITED XI
Klaricid XL 500 mg Tablets not available PL 46302/0020 MYLAN PRODUCTS LIMITED XI
Klaricid 500 mg Tablets not available PL 46302/0017 MYLAN PRODUCTS LIMITED XI
Clarithromycin 250 mg/5ml NL/H/2144/002 PL 04416/0610 SANDOZ LTD XI
suspension
Clarithromycin 125 mg/5ml NL/H/2144/001 PL 04416/0609 SANDOZ LTD XI
suspension
Clarithromycin 250mg Film- PT/H/2323/001 PL 04416/0641 SANDOZ LTD XI
coated Tablets
Klaricid IV 500 mg, Powder not available PL 46302/0018 MYLAN PRODUCTS LIMITED XI
for Concentrate for Solution
for Infusion
Klaricid Paediatric Suspension | not available PL 46302/0014 MYLAN PRODUCTS LIMITED XI
125mg/5ml
Klaricid Paediatric Suspension | not available PL 46302/0019 MYLAN PRODUCTS LIMITED XI
250mg/5ml
Klaricid Adult Sachet 250mg not available PL 46302/0015 MYLAN PRODUCTS LIMITED XI
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